Anti-platelet effects of 100 mg alternate day oral aspirin: a randomized, double-blind, placebo-controlled trial of regular and enteric coated formulations in men and women.
While regular use of low-dose aspirin has been recommended for several groups of patients at risk of vascular occlusion, the optimal dose of aspirin to produce a cardiovascular benefit whilst minimizing side effects is uncertain. Further, while enteric coated preparations may reduce gastrointestinal symptoms, the antiplatelet effects of these formulations have not been completely tested. In addition, exceptionally few data relating to these issues have been available in women. To determine whether a 100 mg alternate day dose of aspirin given in regular and enteric coated formulations for a 2-week period is sufficient to inhibit platelet function in men and women, a randomized, double-blind, placebo-controlled trial was conducted among 22 healthy volunteers evaluating the effects of these preparations on platelet aggregation induced by arachidonic acid, adenosine diphosphate, and epinephrine, and on plasma concentrations of thromboxane and prostacyclin. During the active aspirin phase of the study, all subjects demonstrated a clinical anti-platelet effect as evidenced by failure of the platelets to aggregate in the presence of at least one platelet agonist, and mean thromboxane and prostacyclin levels decreased to 7.5 and 15.6% of baseline, respectively (both P < 0.001). After cessation of active aspirin, all subjects had fully recovery of platelet function as well as thromboxane and prostacyclin production. There were virtually no differences between regular and enteric coated formulations, or between men and women. These data indicate that an alternate day regimen of 100 mg aspirin given in either regular or enteric coated formulation is adequate to achieve functional platelet inhibition. The clinical efficacy of this dose and formulation of aspirin is being tested in the ongoing Women's Health Study, a randomized, double-blind, placebo-controlled trial of 40000 female health professionals designed in part to assess the benefits and risks of 100 mg alternate day aspirin in the primary prevention of cardiovascular disease.